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REMARKS 

Claims 1-13 are currently pending in the application. Claims 1 and 6 have been amended. 

In the present Office Action, claims 1-4, 6, 7, and 11-13 are rejected under 35 U.S.C. § 
102(e) as being anticipated by U.S. Patent No. 6,594,524 to Esteller et al. (hereafter "Esteller"). 
Claim 5 is rejected under 35 U.S.C. § 103(a) as being unpatentable over Esteller in view of U.S. 
Patent No. 6,431,171 to Burton (hereafter "Burton"). Claims 8-10 are rejected under 35 U.S.C. § 
103(a) as being unpatentable over Esteller in view of U.S. Patent No. 6,678,669 to Lapointe et al. 
(hereafter "Lapointe"). Insofar as these grounds for rejection apply to the present claims, the 
Applicant respectfully traverses. Reconsideration of the previously rejected claims and favorable 
action is requested in light of the above amendments and the following remarks. 

Esteller does not anticipate the claimed invention 

The Office Action rejects claims 1-4, 6, 7, and 1 1-13 as being anticipated by Esteller. As 
described in the Abstract, Esteller discloses a method and apparatus for forecasting and 
controlling neurological abnormalities in humans such as seizures or other brain disturbances. 
An implantable device has the capabilities of forecasting brain disturbances, controlling the 
disturbances, or both. Forecasting is achieved by indicating the probability of an oncoming 
seizure within one or more time frames, which is accomplished through an inner-loop control 
law and a feedback necessary to prevent or control the neurological event by either electrical, 
chemical, cognitive, sensory, and/or magnetic stimulation. 

To establish a prima facie case of anticipation under 35 U.S.C. § 102(e), the reference 
must teach every aspect of the claimed invention either explicitly or impliedly. Any feature not 
directly taught must be inherently present. MPEP 2131. The Applicant respectfiiUy submits that 
this criterion has not been met for Esteller as applied to claims 1-4, 6, 7, and 1 1-13 of the present 
invention, as amended. 

For example, claim 1 of the present application recites, in part, "A sedation and analgesia 
system, comprising ... a drug delivery controller for delivering a drug dosage rate of sedative to 
the patient during a procedure ; and an electronic controller interconnected with the patient health 
monitors, the user interface, and the drug delivery controller, wherein said electronic controller 
fiarther comprises a threshold logic unit which . . . compares the weighted input signals against a 
predetermined threshold value that correlates to safe and effective sedation during said procedure 
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to determine an action of said electronic controller." Esteller does not disclose a drug delivery 
controller supplying a drug dosage rate during a procedure. The Office Action relies on "low 
level supervisory control 300" to supply this feature of a drug delivery controller. Esteller 
forecasts the probability of an oncoming seizure of a patient. To prevent a forecasted seizure, 
Esteller describes a multi-therapeutic approach that may include releasing small quantities of a 
drug (chemical stimulation). In contrast the present invention provides a drug dosage rate of a 
sedative to a patient during a medical procure and monitors the patient using weighted input 
signals against a predetermined threshold value that correlates to safe and effective sedation 
during the procedure . 

Claim 6 of the invention recited, in part, "said electronic controller receiving said input 
signals from the patient health monitors and comparing said input signals to parameters that 
define whether a given patient is experiencing or in danger of experiencing an undesirable patient 
condition while receiving said one or more drugs at said drug delivery rate , and said electronic 
controller thereby generating a signal reflecting the monitored physiological condition of the 
patient and indicating modifications of said drug delivery to avoid said undesirable patient 
condition during said medical procedure." As noted above, Esteller monitors a non-sedated 
patient and, to prevent a forecasted seizure, describes a multi-therapeutic approach that may 
include releasing small quantities of a drug (chemical stimulation). Esteller does not monitor 
conditions of a patient undergoing a procedure while the patient is receiving one or more drugs at 
a drug delivery rate . 

The prior art relating to drug delivery fails to solve the problems of sedating patients to 
alleviate pain and/or anxiety during medical procedures in the manner taught and claimed by the 
Applicant. Physicians who perform medical procedures do not generally have the specialized 
skills to administer sedative drugs while simultaneously performing the oftentimes complicated 
procedures that are causing their patients pain and/or anxiety. When procedural physicians are 
concerned with the possibility of ventilation suppression, airway obstructions, emesis, 
cardiovascular instability, and other complications of deep sedation as the patient approaches or 
enters the state of general anesthesia, the only recourse in the prior art was for them to utilize an 
Operating Room with an Anesthesiologist present. Notably, most, if not all, of the drugs used for 
procedural sedation are restricted and labeled only for use by anesthetists and anesthesiologists, 
demonstrating a severe need for Applicant's invention. As it is best understood, therefore, the 
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prior art teaches against their use as claimed by the Applicant. 

To enable the general physician to achieve these ends, Applicant has created and claimed 
the present methods that provide an electronic or computer assisted solution to the anxiety 
incurred in billions of otherwise painful procedures each year. It is submitted that independent 
claims 1 and 6 recite various limitations that distinguish the various embodiments of Applicant's 
claimed invention over the prior art. The claims recite the novel and non-obvious use of 
parameters and/or values that correlate to drug delivery during a procedure. The device recited in 
independent claim 1 , for example, utilizes a patient health monitor to measure and send signals 
regarding a patient health condition, which signals are then compared by a processor to 
parameters indicating values that correlate to a range of patient conditions associated with the 
procedure. The processor thereby indicates possible modifications of the drug dosage rate. 
Further, independent claim 6 recites in similar fashion the presence and use of parameters 
relating to patient status during a procedure. Understandably, such claims are very different fi^om 
apparatus for monitoring preexisting conditions (such as Esteller), patient controlled analgesia 
("PCA") devices, and other technologies not specifically adapted for procedural drug delivery. 

Thus, it is respectfiiUy submitted that claims 1 and 6 are distinguishable over the applied 
reference for at least the reasons described above. Therefore, withdrawal of the rejection of 
claims 1 and 6 is respectfiilly requested. 

Claims 2-4 depend directly from claim 1 and incorporate each limitation of claim 1 . 
Also, claims 7 and 11-13 depend directly or indirectly from claim 6. Thus, the Applicant 
respectfiilly submits that claims 2-4, 7 and 1 1-13 are allowable over the cited reference for at 
least the reasons provided above with respect to claims 1 and 6. 

Esteller in view of Burton 

Claim 5 is rejected under 35 U.S.C. § 103(a) as being unpatentable over Esteller in view 
of Burton. Burton (as described in the Abstract) discloses an apparatus for controlling gas 
delivery to a patient, to maintain effective respiratory fimction. The apparatus may include a 
drug delivery module operable to deliver a drug in accordance with the sensed physiological 
variable and the determining component. 

To establish a prima facie case of obviousness, three criteria must be met. First, there 
must be some reason to modify the reference or to combine the reference teachings. Second, 
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there must by some expectation of success. Third, the prior art references must disclose or 
suggest all of the claimed features. See MPEP 2143 and the May 3, 2007 letter from the PTO 
Deputy Commissioner for Patent Operations regarding KSR Intl Co. v. Teleflex, Inc. Applicant 
respectfully submits that these criteria have not been met for claim 5. 

Claim 5 depends from claim 1 . As noted above with respect to claim 1, Esteller does not 
teach or suggest a drug delivery controller supplying a drug dosage rate during a procedure. 
Burton does not supply this deficiency by disclosing an apparatus for controlling gas delivery. 
Burton, similar in concept to Esteller, only provides for drug delivery in the event of a negative 
episode. Thus, Esteller and Burton, alone or in combination fail to teach or suggest all the 
elements of claim 5. Thus, the Applicant respectfiilly submits that claim 5 is allowable over the 
cited references. 

Esteller in view of Lapointe 

Claims 8-10 are rejected under 35 U.S.C. § 103(a) as being unpatentable over Esteller in 
view of Lapointe. Lapointe (as described in the Abstract) discloses methods for developing 
medical diagnostic tests using decision-support systems, such as neural networks. Claims 8-10 
depend directly or indirectly from claim 6 and incorporate each limitation of claim 6. As noted 
above with respect to claims 6, Esteller does not disclose all the elements of claim 6, particularly 
a drug delivery controller supplying a drug dosage rate during a procedure. Lapointe does not 
supply this deficiency by disclosing methods for developing medical diagnostic tests. Thus, 
Applicant respectfiilly submit that claims 8-10 is allowable over the cited references for at least 
the reasons cite above with respect to claim 6. 



8 



Application Ser. No. 10/677,484 
Response and Amendment 



Conclusion 



In view of the foregoing, the Applicant respectfully requests that the Examiner enter the 
above-noted amendments before the application is examined upon the merits, and that the above 
remarks be fully considered in conjunction therewith. Timely allowance of all currently pending 
claims and the issuance of a Notice of Allowance are requested. 

The Applicant has filed this Response and Amendment without increasing the number of 
claims above the number previously submitted or paid for. Accordingly, any no additional 
claims fees are believed to be due at the present time. If such fees or any other fees associated 
with the filing of this paper are due at this time, please charge the fees to our Deposit Account 
No. 50-1349. Also, please credit any overpayments to Deposit Account No. 50-1349. 

The Examiner is invited to contact the Applicant's undersigned representative via 
telephone if such would expedite prosecution of this application toward allowance. 



Respectfully submitted, 



Dated: May 10, 2006 




HOGAN & HARTSON LLP 

555 13'^ Street, N.W. 



Celine Jimenez Crowson 
Registration No, 40,357 



Washington, D.C. 20004 
Telephone: 202-637-5600 
Facsimile: 202-637-5910 



Thomas W. Edman 
Registration No. 51,643 



Customer No. 2463 
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